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Highlights of ammatlon Guidelines
35 USC 101 Utility Guidelines

35 USC 112, 1st paragraph Written Description
Guidelines
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"U COMPESItIoNSs or compounds
I fiiem nature fellews well-

Hed prnRciples and Is hot a new
-

e
Louis Pasteur received U.S. Patent 141,072

in 1873 claiming yeast, free from organic
germs of disease, as an article of
manufacture
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SRaeneRpure prostaglandins PGE, and
‘ racted from human or animal
nds 1
rgstrom, 166 USPQ 256 (CCPA 1970)

nolecules ane eligible for patents when
isolateﬁrom their natural state and
purified or when synthesized in a
laboratory from a chemical starting
material
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‘anything under the
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Sup}e ne Court interprets the statute to
COVEr any “proeduct ofi human ingenuity”

Diamond'v. Chakrabarty, 206 USPQ 193
(1980)
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“WAWsEEnT 0N a gene covers the isolated and
pUEENIERE UL dOES Not cover the gene as
it oceUiS ITRature:

DEscripuverseguence information alone is not
patentable’subject matter, but a new and
useful purfied and isolated DNA compound
described by the sequence Is eligible for
patenting, subject to satisfying the other
criteria for patentability
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_Over 2,500 ,lpp:lljg‘fo s have been filed
IEWInG e claimpdreawnrtor an animal

L7 animeifpatents have issued (87 more
2VENIEEN alloWEC

over 10;000! 2 plica'ﬁons have been filed for
entire genes (human, animal, plant)

over 6,000 patents have issued to entire
genes

over 1,000 patents have issued to human
genes

80 SNP patents have issued



Why Examination
Guidelines?
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| Coensistency in e,wmw IS primary
oOricern

1 Prior tortheyast ecade

I"?IH PANVASIEXAMINENS primary reference

fhv c|Lfzl] Xl wjg,erﬂlffered In their
ierpretation off case law, and sometimes were
not current with the law

High degree of uncertainty existed for examiners,
as well as for practitioners, especially if MPEP was
not kept current

Instruction to examiners was done without
much public comment
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| USPTO cJe (o) el dofdjjn 2 guidelines approach
Ligecl 9y et I iCes, such as the European
Patent Orr and the Japanese Patent Office
JPO). :
Guldelines are prempted by various factors, including
evolu? olftne law as interpreted by the Federal
Circuit, particular Federal Circuit decisions which
significantly’ impact USPTO practice, and public
concerns that the USPTO should establish a more
consistent approach
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L USPIOIcreates 1 Iﬂ'amination guidelines
NEpidly, changing areas of patent law
SAltheugsune guidelines don't have force and
gffect of lwrn S Process;

NEes examiners more explicit guidance in
ApPIVING the law

| Gives both examiners and practitioners
better guidance

Followed by training materials with specific
examples
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D USPIOrpURIISnES i S| proposed guidelines and seeks
plRliCCOMMENT s'TJer e finmalizing the guidelines
{9CCRREVISEd Rterm Utility Examination Guidelines
PUIISIHEENDEC: 21, 1900 (64 Fed. Reg. 71440; 1231 O.G. 136)
ReuIment period slosed March 22, 2000
1999 85 U.S.E 112 1st paragraph Written Description
.;Pub IShed Dec. 21, 1999 (64 Fed. Reg. 71427; 1231 O.G. 123)
Comment pernod clesed March 22, 2000

Guidelines and training materials are not static, but
are revised as warranted by changing circumstances

The substance of examination guidelines is
Incorporated into the MPEP, and therefore changes in
policy/practice may be made via revisions to the
MPEP
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2arly 19905 -3y
SEIEIEChnelogy —emerging field ofi technology
_ Unprediciabiliyin technology:
~ Resulig= Uity standard set relatively high
1995 =0y Guiaelin
~ To establishFcor lstgat standards
RESPONC -ﬁongerns from the biotechnology industry over

examinat actices

Emphasis on
Credibility of any asserted utility
Evidence sufficient to demonstrate utility

Result - customer/public perception that utility
standard was lowered
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1990ReVISed Internm UFJJJF\ Examlnatlon

SUIGEINES

¥

- Drvepmsyrexiiieondinany/ legal implications of emerging
LECHNBIBYIES, especially ESTS

PUBIICTGUERED WA er disclosure of a general utility
(E:0., @ prone without any specific target) is sufficient
Guidelines emphasize requirement for specific and
supstantial crediple: utility

— Brenner v. Manson, In re Ziegler
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Three-pronged
Specific
Substantial
Credible
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SPEctVE Shiltedsirem emphasizing the
credinityaciany’ Specific asserted utility to
dgly?mmm giwhether an asserted utility Is
SPECIIC rlmrl Sulsstantial
I\/Iany: LAEe considerations relating to a
“substantial® utility relate to the “old”
considerations of “specific” utility

“Throw away” utilities are not specific and
substantial
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PANIITYAIs specific:when it is particular
L0 thEssuject matter claimed. This
CONUIESTES WL agenera/ utility that
would e applicable to the broad class
of the invention.
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“PARslRstantial IJrJJ by IS one that
JETiIRES 2 real world™ use.

“SUHIIES z’( reguire carrying out
- furtherfresearch to |dent|fy or
reasenanly confirm a “real world"
context of use are not substantial
utilities.
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PEUC MEthedraf tieating a known or newly

OVENEENDISEESE _
J%jfor identifying compounds that
2 3 “substantial utility"
An assay that measures the presence of a material

whichrhas atétated correlation to a predisposition to
the onset ofi a particular disease condition
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_BBaSICHESEAlCh SUChIAS St ylng the properties of the
elellggleiel gree]tfel

A mMethoed oifieating an unspecified disease
Ametgedrelrassaying for a material that itself has no
pec fic; Sulsstantial an?credlble utility

A method! c _maklng a material that itself has no
specific, substantial and credible utility

A claim to an intermediate product for us in making a
final product that has no specific, substantial and
credible utility
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E | Supstantial Utility vs.

“PINete that - threw away utilities do not meet
LHENESISHON eRSPECTiC OF supstantial utility.
UJmJ tiansgenic mice as snake food
“ Usenaideny/ protein as ani animal food supplement or a
Sampeo ingredient
This analysisiis tempered by consideration of the
context and nature of the invention.
I a transg%nic mouse was generated with the specific
provision of an enhanced nutrient profile, and disclosed for
use as an animal food, then the test for specific and
substantial asserted utility would be considered to be met.
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S AR ASSErIenRNS credible tr/ess

“NEN00IC lerlerJ/mJ tgerassertion Is flawed, or

- 'he 'fe_ ISMIPERAVAICH the assertion Is based are inconsistent
HENGEIEALnderlying the assertion

Wi
o' , ol .
m A c'ec//,b/;' Utility IS;assessed from the standpoint of

vhether aiperson of ordinary skill in the art would
accept that the recited! or disclosed invention is
currently available for such use

For example, prevention of the aging process would not be
considered a credible utility. However, nucleic acids used as
probes, chromosome markers, or forensic or diagnostic
markers would be considered credible.
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speciiic, substantial, and credible utility
JCHN elll, nown, or readily apparent,

ne pecﬂ%atlon s disclosure of the
Prof rtl S f a materlal alone or taken with
the knowlédge of one skilled in the art Is
considered a well established utility
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IMTED dTATES
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SSEIGIMPLECNYNEEHENLS OF thie: University of California v. Eli
Lilly Co. ' .}
REGUINED ST IR omgz ICe With respect to descriptive
SUjoEIL for orJgJ all claims

=\@lidelines reconcile £/ Lilly case with decisions
such as /n re Koller.

Essenti ited to written description of original
product claims in biotechnology arts

Emphasis on Aow to determine possession of
the invention
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1900 Revised Interim Guidelines
Wiuenn technplogy neutral manner since recent
0 ECISIONSNOIRINE deral IrCuUIt have written description
ImplicaiensE a bread range of technologies

g.qf., 2 ntry Gallery, Inc. v. Berkiine Corp.,
FrapAe% "0 1et, Inc.
Blieadly applicable to all' types of claims (original, new, or
amended, and' product, process, product-by-process)

Training materials also include examples from a range of
technologies

Focus IS on how to determine possession

Consistent with a long line of Federal Circuit decisions in
clearly setting forth the burden on the examiner to
establish a prima facie case of unpatentability
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pBEsicnguiry: Canrone skilled in the art
[Easonedly conciude that the inventor was in
PDOSSESSIBMNGT the claimed invention at the
Lmertne e-ppﬁ: lonwas filed?

ft

Written description requirement Is separate
and distinct frem the enablement
requirement
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Stieno| presumptions that an adeguate
, WiIHEtERRAESCrption| IS present in the
- applicgiienrasifiled
- , . . :
Inital PuEen IS;on examiner to
estanlishi prima facie case of
unpatentability

Applicant should show support for new
or amended claims (MPEP 714.02 and
2163.06)
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“SDEtErminewhat each claimi as a whole covers

Y EEUESH reaseranlennterpretation in light of and
ONSISIENMWILA Wiitten description

WNe Vorrs, 127 E.3d 1048, 44 USPQ2d 1023 (Fed. Cir.
1997) “

reamblérand transition phrases treated under
OMmmon usage

Open: comprising, having

closed: consisting of

consisting essentially of - open to unlisted ingredients
that do not materially affect the basic and novel
properties of the invention

LCT]
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REVIEV Entirerapplication to understand what
applicanties described as the essential
featuresiofithe claimed invention
Revienrecondlicted fiom standpoint of one of skill
i the art at the time the application was filed

Includes determining field of invention and level of
skill'and knowledge in the art
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9asis of the application as
liledirasskilled artisan would have
"undersu od the inventor to be in
USSES @1 of the claimed invention at
the time of filing, even if every
nuance or the: claim. Is not explicitly
described In: the specification, then
the requirement for an adeguate
written description Is met.
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Whgtis conventional or well known to one
SKIllEaNptnE: aiit need not be disclosed In
detall
Thererare noe: per serules

. ; . . : o
Allegationroy examiner of unpredictability in
the art Is insufficient

Need reasonalble basis to challenge
(description as filed is presumed adequate)
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“WWiittenrdescrption describing sufficient
EIeVaniidentifying characteristics
L Actualfreduiction to practice (normally not
requ]red)
-
' Depositeiriclogical materials

Clear depiction of the claimed invention in
detailed’ drawings
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_PRESSESSIoN rlmrlJ//er for each claim drawn to
[Esyanditherealter for each claim

cl n;nwm [0 2l g&

Wiittenraeseription for claimed genus may be
satisfied through sufficient description of a
representative number of species

Species must e adeguately described and must
fairly represent the variation within the entire
genus



= —— Newror Amended Claims, or Claims
E e ASSETlNOERtitiement to Earlier Filing
Date
“PEach (JrlJm.lJmTEE jon must be expressly,
mplicityeiRinnerently supported In the
priginally Hied di qure
SOMErsitiations, minor errors in seguence
Infermation’may be corrected by reliance on
a deposited biological material

Each claim must include all elements which
applicant has described as essential or critical






